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DETAILED ACTION 
Response to Arguments 
Applicant's arguments filed September 29, 2006 have been fully considered but they are 
not persuasive. 

The applicant has argued that Lee (US 6,306,169) discloses a membrane placed within a 
cavity and not over a cavity. The examiner opinion is that the applicant has solely claimed 
materials or a kit, therefore separate components that only are intended to be placed a certain 
way in the body. Lee discloses all the claimed components (such as the membrane) which has 
the capability of being placed over a cavity in the body. The applicant has also argued that Lee's 
suspension does not fill a cartilage free cavity, but instead fills the membrane. Again, it is the 
examiners position that the applicant has solely claimed materials or a kit, therefore separate 
components that only are intended to be placed a certain way in the body. Lee discloses all the 
claimed components (membrane and suspension; separate components before implantation) 
which have the capability of being implanted in the manner intended by the applicant. 

The applicant has argued that Minuth' s (US 6,187,053 Bl) stimulation molecule is not on 
the surface of the membrane, but instead on the suspension. The examiner disagrees. Minuth 
discloses both applying the composition to the cells OR mixing the composition with the cells 
prior to applying the combination to the membrane (col.l, lines 42-51; col.2, lines 19-23; claims 
1 vs. claim 14). In the second arrangement, the composition will be in contact with the surface 
of the membrane and the membrane thus carries the composition. Further, Minuth also discloses 
application of a composition to the membrane at col.3, lines 9-14. The applicant has argued the 
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cells of Minuth are not capable of filling the cavity. The examiner disagrees, the cells are clearly 
shown filling the cavity in fig.2. 

The applicant has argued that Tissel (which contains fibronectin and fibrinogen) will not 
create a signal transduction. This in non-persuasive to the examiner, because applicant has listed 
specifically fibronectin and fibrinogen in claim 30 and in specification to be elements which are 
non-collageneous proteins that induce a signal transduction, and Vibe-Hansen has disclosed the 
exact elements and therefore, Vibe-Hansen has disclosed what the applicant has claimed. 

» 

Priority 

Acknowledgment is made of applicant's claim for priority under 35 U.S.C. 119(a)- 
(d) based upon an application filed in Sweden on July 28, 1999. A claim for priority under 
35 U.S.C 119(a)-(d) cannot be based on said application, since the United States 
application was filed more than twelve months thereafter. 

It is noted that application PCT WO 01/06949 Al was received in the application, 
however the applicant has not claimed priority to such a linking application. 

The applicant's current priority date is considered to be January 25, 2002. 
Applicant's own previous application may potentially be used against them in the future. 

Claim Rejections - 35 USC §101 
Claims 60 and 69 are rejected under 35 U.S.C. 101 because the claimed invention is directed to 
non-statutory subject matter. Both claims positively recite a portion of the body as part of the 
materials or kit, portion of the body being considered non-statutory subject matter. Claim 60 line 
4 recites, "surface part facing the bone free cavity", the bone cavity being claimed as part of the 
kit. It is suggested to insert language such as "adapted to", "capable of \ "sized or configured 
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to", etc. Also, claim 69, recites, "membrane is applied over the cartilage free cavity", "part is 
disposed facing the cartilage free cavity", and "suspension is disposed between the cartilage 
membrane and the cartilage". All of which positively claim portions of the body as part of the 
materials. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 

Claims 29-32, 40-42, 52, 58-59, and 62-69 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Lee et al. (US 6,306,169 cited previously). Referring to claims 29 and 52, Lee 
discloses materials, or a kit for the repair of cartilage (coll, lines 10-12), comprising a cartilage 
membrane (first matrix; col. 5, lines 3-1 \\for application over a cavity (Lee's membrane is 
capable of being placed over a cavity; in another light, although may be disclosed to fill an entire 
cavity, the top portion of the membrane/matrix covers the cavity), the membrane comprising a 
surface part having a composition with a stimulation molecule (fibronectin, vitronectin, RGD, 
proteoglycans, etc., the same molecules disclosed by the applicant, are applied to the surface of 
the membrane, see col. 5, lines 16-28) that induces a signal transduction in 
chondroblasts/chondrocytes (col.5, lines 18-20), and a suspension (gelled second matrix with 
cells; col.7, lines 5-12, 44-50) capable of filling the cavity (the cell suspension is a separate 
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component before implantation and is capable of filling the cavity alone; all that is claimed is 
materials or a kit, such separate components before assembled, which Lee discloses all claimed 
components that have capability of being assembled in the applicants intended manner). 

Referring to claims 31-32 and 62-64, Lee discloses the membrane (first matrix) to be 
biodegradable, porous, collagen I (col. 12, lines 7; col.5, lines 3-12, 29-40). 

Referring to claims 30, 40-42, 59, and 65-68, Lee discloses the stimulation molecule to 
be a protein, including fibronectin, or others, having an RGD motif (col.5, lines 18-25). 

Referring to claim 58, Lee discloses the suspension to comprise a 
chondroblast/chondrocyte suspension (col.7, lines 5-12). 

Referring to claim 69, Lee's suspension is capable of being positioned between the cavity 
and the membrane. 

Claims 29-32, 40-42, 52, 58-59, 62, 63, and 65-69 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Minuth (US 6,187,053 Bl, cited previously). Referring to claims 29 and 52, 
Minuth discloses materials, or a kit for the repair of cartilage {capable of repairing any defect in 
joint tissues, see fig. 1, 2), comprising a cartilage membrane (8), for application over a cavity 
(defect 5), the membrane (8) comprising a surface part having a composition (composition may 
be considered coating 10, which is disclosed to be mixed with cell suspension and applied to 
membrane, col.l, lines 47-51; col.2, lines 20-23, thus will be in contact with the surface of the 
membrane; OR composition may be considered cement, col.3, lines 9-13) with a stimulation 
molecule (proteins, col.3, lines 25-32) that induces a signal transduction in 
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chondroblasts/chondrocytes, and a suspension (cells 9 in medium or medium alone may be 
considered the suspension; col.3, lines 50-57) capable of filling the cavity (fig.2). 

Referring to claims 3 1-32 and 62-63, Minuth discloses the membrane (8) to be 
biodegradable, porous, collagen (coll, lines 35-40; col.3, lines 7-8). 

Referring to claims 30, 40-42, 59, and 65-68, Minuth discloses the stimulation molecule 
to be a protein, including fibronectin, or others, having an RGD motif (inherently present in 
fibronectin; col.3, lines 25-32). 

Referring to claim 58, Minuth discloses the suspension to comprise a 
chondroblast/chondrocyte suspension (col.3, lines 15-16). 

Referring to claim 69, Minuth' s suspension (9) is placed between the cavity (5) and 
membrane (8; see fig.2). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have.been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 29-32, 40-42, 52, 58-60, and 62-69 are rejected under 35 U.S.C. 102(e) as 
anticipated by Vibe-Hansen et al. (US 5,989,269, cited previously) or, in the alternative, under 
35 U.S.C. 103(a) as obvious over Lee et al. (US 6,306,169, cited previously). Referring to 
claims 29 and 52, Vibe-Hansen discloses a materials and kit for cartilage repair (col. 2, lines 35- 
40) comprising a cartilage membrane (covering patch 2) having at least one surface part carrying 
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a composition (Tissel; Tissucol, or Adhesive Protein; col.5, lines 32-37) comprising at least one 
stimulation molecule (fibronectin; col. 6, lines 55-55), which induces a signal transduction in 
chondroblasts/chondrocytes (fibronectin and fibrinogen, col 5 lines 7-10, are both in or attached 
to the patch 2, and inherently induce a signal transduction in chondrocytes; even though they are 
elements of the Tisseel adhesive, and applicant has argued that they will not create a signal 
transduction, this in non-persuasive, because applicant has listed specifically fibronectin and 
fibrinogen in claim 30 to be elements which are non-collageneous proteins that induce a signal 
transduction, and Vibe-Hansen has disclosed the exact elements and therefore, Vibe-Hansen has 
disclosed what the applicant has claimed), and a suspension (3) capable of filling a cavity. In the 
alternative, if not inherent that fibrinogen in the compositions of Vibe-Hansen would cause a 
signal transduction, it would have been obvious for the reasons below. Although Vibe-Hansen 
discloses a cartilage membrane for repairing a defect in cartilage, Vibe-Hansen does not disclose 
a surface composition with a signal tranducing molecule. Lee teaches in the same field of 
repairing cartilage defects, use of a coating composition (coating) with a signal transducing 
molecule (fibronectin, vitronectin, RGD, etc) on the surface of cartilage membrane (first matrix), 
in order to modify the surface properties of the membrane, causing influence on cell attachment 
and differentiation (thus signal transduction; col.5, lines 3-25). It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to combine Lee's teaching 
of placing a signal transducing molecule coating on a cartilage membrane, with the cartilage 
membrane of Vibe-Hansen, in order to provide an implant having modified surface properties, 
such as increased cell attachment and differentiation. 
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Referring to dependent claims 31-32 and 62-64, Vibe-Hansen discloses a non- 
immunogenic, non-toxic, biodegradable, substantially porous membrane made of collagen I 
(col.3, lines 8-11; col.5, lines 29-31). 

Referring to dependent claims 30, 40-42, 59, and 65-68, Vibe-Hansen discloses the 
stimulation molecule to comprise fibronectin (which inherently comprises RGD; col.5, lines 32- 
36; col.6, lines 45-55), and in the alternative, Lee discloses such stimulation molecules (col.5, 
lines 15-25). 

Referring to claim 58, Vibe-Hansen discloses a chondroblast/chondrocyte suspension (3; 
col.4, lines 53-55). 

Referring to claim 60, Vibe-Hansen discloses an interface membrane (1; hemostatic 
barrier) for application over a cavity (is capable of being placed over a cavity) having two 
surface parts (top and bottom) each having stimulating molecules (fibrinogen, in Tissel; see 
above; or coating of Lee in the alternative) for chondrocytes and osteocytes respectively, and a 
suspension capable of filling a cavity (3; same suspension used before may be used again; or a 
portion of the first suspension may be used for the second suspension). 

Referring to claim 69, Vibe-Hansen' s suspension is placed between the cavity and 
membrane (see fig. 3 c). 

Allowable Subject Matter 
Claim 61 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 

Conclusion 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (571) 272-4755. The 
examiner can normally be reached on Monday-Friday 7:30am-5 :00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 



information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




